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Red- Lir.kg to Design Control 

Dotted Separate process 


WSA Product Study Design Approval and Reporting 

Product Design Review Board - 

Integrated Design Plan will Include a 
_Design Verification/Validation Plan fPD SP-QC3-QQ2)_ 


Leader of each WSA product 
team (PT) will sit on the 
appropriate DRB. All DRBs for 
PREP's wii! have a standing 
member from WSA 


WSA PRODUCT TEAM 

Clinical Plan Non-clinical Plan 

I WSA REVIEW & APPROVAL*! - i 


Not approved 

WSA PT leader must take any 
issues/changes back to 
product DRB 


Approved Clinical Plan 


Clinical Evaluation Execution 
of Study Designs 


RDE Staff 


pproved Non-clinical Plan 





WSA PRODUCT TEAMS 

WSA SCoR TEAM 

- C. Gaworskl - Leader 

- M. Sarkar (CE) 

- K. Rusterneier (PMRL) 

- M. Schorp (PMI) 

- M. Zhang (SA Communication) 


Document Owner: xxx 


WSA AEROSOL TEAM 

- W. McKinney - Leader 

- P. Mendes (CE) 

- K. Rusterneier (PMRL) 

- M. Schorp (PMI) 

- No SA Communication 
member at this time 


WSA EHC TEAM 

- M. Werley - Leader 

- P. Mendes (CE) 

- K. Rusterneier (PMRL) 

- M, Schorp (PMI) 

- R, Lau (SA Communication) 
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*WSA REVIEW &APPROVAL 

-G. Patskan - Technical Leader 

-VP - Worldwide Scientific Affairs 

-Director- Clinical Evaluation 

-Director- Product Integrity 

-General manager - PMRL Germany 

-Director - Scientific Product Assessment (optional) 

-Director -Scientific Affairs and Communication (optional) 

Issue Date - 3/4/04 DRAFT KHF 
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